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DETAILED ACTION 
Response to Amendment/RCE 

This is a response to the Amendment/RCE dated May 19, 2004. Claims 1,10, 
15, 17, 20, 21 , 24, 25, 30, 33, and 37-42 are under consideration. 

Response to Arguments 

1 . Applicant's arguments with respect to claim 1 have been considered but are moot 
in view of the new ground(s) of rejection. 

Claim Rejections - 35 USC § 103 

2. The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 

obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 102 of this title, if the differences between the subject matter sought to be patented and 
the prior art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 

3. Claims 1,10,15,17, 20, 21 , 24, 25, 30, 33, 37-39, 41 , and 42 rejected under 35 
U.S.C. 103(a) as being unpatentable over Edwards et al. in US Patent No. 5,472,441. 

Regarding claim 1, Edwards et al. disclose a method for treating a localized 
portion of body tissue via inserting a needle apparatus in a body, the apparatus 
including at least one hollow needle core for delivering a an electrically conductive 
substance into the body in the form of a gel, whereby the substance is limited to a 
localized portion of body tissue , as recited in column 7, lines 45-55, column 8, lines 55- 
65, column 9, lines 22-25, column 10, lines 1-15, column 13, column 16, column 17, 
lines 1-5 and column 18, lines 5-13. Further, applicant is directed to column 16, lines 
15-20 where the electrically conductive solution is discussed. Regarding the phrase, "in 
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the form of a gel or of microspheres," applicant's disclosure has not established a 
degree of viscosity for the term "gel." Thus, the solution of Edwards et al. is considered 
a gel as claimed. 

Further Edwards et al. recite guiding the needle apparatus to a desired volume 
tissue in need of treatment, as recited in column 6, lines 55-65 and column 7, lines 50- 
55; applying the substance to the volume of tissue through the needle apparatus; 
determining that the volume of tissue is penetrated by the substance, as discussed 
throughout the disclosure; and applying RF energy to the substance through an RF 
electrode to ablate the volume of tissue, where the substance serves an electrode 
extension conducting the RF energy throughout the volume, as recited throughout the 
disclosure with emphasis on columns 15-16. 

However, Edwards et al. do not explicitly recite a non-invasive imaging 
technique. On the other hand, non-invasive imaging techniques such as MRI, 
ultrasound, etc. are extremely well known in the art. Thus, it would be obvious to one 
with ordinary skill in the art to use a non-invasive imaging technique for the purpose of 
reducing trauma due to invasion. Further, given this modification the method would 
include determining that the volume of tissue is penetrated by the substance. 

Regarding claim 10, Edwards et al. as modified disclose that as applied to claim 1 as 
well as a needle apparatus that includes a biopsy needle guide through which the 
hollow core needle is inserted and the hollow core needle functions as the RF electrode; 
as recited in columns 13, 15, 16, etc. 
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Regarding claim 15, Edwards et al. as modified disclose that as applied to claim 1 as 
well as the use of imaging contrasting agents, as recited in column 17, lines 1-4. 
Therefore, it is within the scope of the modification to use imaging contrast agents to for 
use in determining the volume of tissue penetrated. Further, applicant claims gel and 
microspheres. Thus, the solution/gel of Edwards et al. is considered an equivalent to 
microspheres. Moreover, Edwards et al. recite the use of microspheres in column 16. 
Therefore, it would be obvious and within the scope of the invention to also use 
microspheres for the conductive solution. 

Regarding claim 17, Edwards et al. as modified disclose that as applied to claim 1 as 
well as necrosing agents and the use of RF in addition to necrosing agents, as recited in 
column 1 0, lines 55-58 and column 1 1 . 

Regarding claim 20, Edwards et al. as modified disclose that as applied to claim 1 . 
Further, applicant claims gel and microspheres. Thus, the solution/gel of Edwards et al. 
is considered an equivalent to microspheres. Moreover, Edwards et al. recite the use of 
microspheres in column 16. Therefore, it would be obvious and within the scope of the 
invention to also use microspheres for the conductive solution. Thus, it is within the 
scope of the invention and obvious to one with ordinary skill in the art to use gel and/or 
microspheres for providing image enhancement when the imaging technique is 
ultrasound, as recited in column 16 and column 17, lines 1-5. Given the claim does limit 
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the imaging to ultrasound, when ultrasound is used the liquid would provide image 
enhancement. 

Regarding claim 21, Edwards et al. as modified disclose that as applied to claim 1 as 
well as a target tissue that is in a prostate and wherein the method is for treating a 
condition selected from the group of BPH and prostate cancer and is accomplished by a 
method selected from the group of Transrectal, Transurethral and Transperineal 
approach, as recited in column 6, lines 60-63 and 08/148,441 which is incorporated by 
reference in column 1, line 11 (a copy has been provided). 

Regarding claim 24, Edwards et al. as modified disclose that as applied to claim 1 as 
well as the method applied for treatment of a body part selected from the group of 
prostate, liver, uterus, bladder, kidney, lung and breast; as recited in column 4, line 14. 

Regarding claim 25 Edwards et al. as modified disclose that as applied to claim 24 as 
well as inserting that is accomplished using an approach selected form the group of 
percutaneous, laparoscopic, and endoscopic, as recited in column 6, lines 55-65. 

Regarding claim 30, Edwards et al. as modified disclose that as applied to claim 1 as 
well as guiding that is further performed using a device selected from the group of 
biopsy apparatus, laparoscope, endoscope, hysteroscope, MRI, CT scan, and 
ultrasound imaging apparatus, as recited in column 6, lines 55-65. 
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Regarding claim 33, Edwards et al. as modified disclose that as applied to claim 1 as 
well as inserting that is performed by at least one method selected from the group of 
percutaneous, through incision, and through a natural body opening, and a laparoscopic 
approach, as stated throughout. 

Regarding claim 37, Edwards et al. as modified disclose that as applied to claim 1 as 
well as chemo agents such as tissue necrosing agents, as recited in column 1 1 . 
Further, binding agents would be obvious if not inherent. 

Regarding claim 38, Edwards et al. as modified disclose that as applied to claim 1 as 
well as microspheres that have a gas (some air inclusion is inherent). However, the 
solution/gel of Edwards et al. is considered an equivalent to microspheres. Moreover, 
Edwards et al. recite the use of microspheres in column 16. Therefore, it would be 
obvious and within the scope of the invention to also use microspheres for the 
conductive solution. 

Regarding claim 39, Edwards et al. as modified disclose that as applied to claim 38 as 
well as a gas that is selected form the group of a/r, helium, fluorocarbon, and carbon 
dioxide. However, the solution/gel of Edwards et al. is considered an equivalent to 
microspheres. Moreover, Edwards et al. recite the use of microspheres in column 16. 
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Therefore, it would be obvious and within the scope of the invention to also use 
microspheres for the conductive solution. 

Regarding claim 41, Edwards et al. as modified disclose that as applied to claim 10 as 
well as a conductive component that is selected from the group consisting of conductive 
polymers, conductive agents, conductive elements, conductive particles and metallic 
suspensions, as recited in column 16, line 16. 

Regarding claim 41 , Edwards et al. as modified disclose that as applied to claim 1 . The 
solution/gel of Edwards et al. is considered an equivalent to microspheres. Moreover, 
Edwards et al. recite the use of microspheres in column 16. Therefore, it would be 
obvious and within the scope of the invention to also use microspheres for the 
conductive solution. This modification would necessarily include the conductive gel 
within a biodegradable container. Biodegradable containers are discussed in column 
16, lines 47-50. Nonetheless, the solution gel is considered and equivalent to 
microspheres. 

4. Claims 40 are rejected under 35 U.S.C. 103(a) as being unpatentable over 
Edwards et al. in US Patent No. 5,472,441 in view of Barker et al. in JP 405078237. 
Edwards et al. as modified disclose that as applied to claim 1 as stated above. 
However, Edwards et al. do not explicitly recite a treatment substance having a binding 
agent and that binding agent is selected form the group of biomaterial, polymer, 
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biodegradable polymer, a suspension agent, a derivative of a protein, fat, collagen and 
oil. On the other hand, Barker et al. teach a treatment substance that is in the form of a 
gel and a gel wherein the gel further has a binding agent and that binding agent is 
selected form the group of biomaterial, polymer, biodegradable polymer, a suspension 
agent, a derivative of a protein, fat, collagen and oil, as stated in the purpose and 
constitution. Therefore, it would be obvious to one with ordinary skill in the art at the 
time the invention was made to modify the invention of Edwards et al. to use a gel for 
the purpose of increasing viscosity allowing more controlled delivery. 

Double Patenting 

5. The nonstatutory double patenting rejection is based on a judicially created 
doctrine grounded in public policy (a policy reflected in the statute) so as to prevent the 
unjustified or improper timewise extension of the "right to exclude" granted by a patent 
and to prevent possible harassment by multiple assignees. See In re Goodman, 1 1 
F.3d 1046, 29 USPQ2d 2010 (Fed. Cir. 1993); In re Longi, 759 F.2d 887, 225 

USPQ 645 (Fed. Cir. 1985); In re Van Ornum, 686 F.2d 937, 214 USPQ 761 (CCPA 
1982); In re Vogel, 422 F.2d 438, 164 USPQ 619 (CCPA 1970);and, In re Thorington, 
418 F.2d 528, 163 USPQ 644 (CCPA 1969). 

A timely filed terminal disclaimer in compliance with 37 CFR 1 .321 (c) may be 
used to overcome an actual or provisional rejection based on a nonstatutory double 
patenting ground provided the conflicting application or patent is shown to be commonly 
owned with this application. See 37 CFR 1 .130(b). 

Effective January 1 , 1 994, a registered attorney or agent of record may sign a 
terminal disclaimer. A terminal disclaimer signed by the assignee must fully comply with 
37 CFR 3.73(b). 

6. Claims 1, 9, 10, 15, 17, 19-21, 24, 25, 30, 33, and 37-41 are rejected under the 
judicially created doctrine of obviousness-type double patenting as being unpatentable 
over claims 1-28 of U.S. Patent No. 6,231,591 in view of Unger et al. in US Patent No. 



5,542,935. 
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Although the conflicting claims are not identical, the claims of the current 
application are broader in some respects and more specific in others. The claims 
of U.S. Patent No. 6,461,296 do not recite a treatment that is a microsphere. On 
the other hand, Unger et al. teach of therapeutic drug delivery via microspheres, 
as stated in the abstract. Therefore, it would also be obvious to incorporate 
microspheres for the purpose of timed/controlled release. 

Further, there is recitation of non-invasive imaging and necrosis. 

7. Claims 37 and 41 are rejected under the judicially created doctrine of 
obviousness-type double patenting as being unpatentable over claims 1-3, 9, 20, 21 
and 23 of U.S. Patent No. 10/274,436. Although the conflicting claims are not identical, 
they are not patentably distinct from each other because they are merely reworded 
representations for the same subject matter, perhaps slightly broader in some aspects 
while a slightly more narrow in others. 

8. Claims 1, 9, 10, 15, 17, 19-21, 24, 25, 30, 33, and 37-41 are provisionally 
rejected under the judicially created doctrine of obviousness-type double patenting as 
being unpatentable over claims 1-30 of copending Application No. 10/ 300,655. 
Although the conflicting claims are not identical, they are not patentably distinct from 
each other because they are merely reworded representations for the same subject 
matter, perhaps slightly broader in some aspects while a slightly more narrow in others. 

This is a provisional obviousness-type double patenting rejection because the 
conflicting claims have not in fact been patented. 
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9. Claims 1, 9, 10, 15, 17, 19-21, 24, 25, 30, 33, and 37-41 are provisionally 
rejected under the judicially created doctrine of obviousness-type double patenting as 
being unpatentable over claims 1-46 of copending Application No. 10/ 265,209. 
Although the conflicting claims are not identical, they are not patentably distinct from 
each other because they are merely reworded representations for the same subject 
matter, perhaps slightly broader in some aspects while a slightly more narrow in others. 

This is a provisional obviousness-type double patenting rejection because the 
conflicting claims have not in fact been patented. 

Conclusion 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Kathryn Odland whose telephone number is (703) 306- 
3454. The examiner can normally be reached on M-F (7:30-5:00) First Friday Off. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Henry A Bennett can be reached on (703) 308-0101 . The fax phone 
number for the organization where this application or proceeding is assigned is 703- 
872-9306. 
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Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). 
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